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DETAILED ACTION 



Claim Objections 



1 . Claim 6 is objected to because of the following informalities: in claim 6, there is 
an inconsistency between the language of the preamble and certain portion or portions 
of the body of the claim (i.e. preamble recites a spacer inferentially whereas lines 6 and 
8 positively recite "...the spacer..."), thereby making the scope of the claim unclear. 
Applicant is required to clarify what the claim is intended to be drawn to, i.e. either a 
mouthpiece alone or the combination of a mouthpiece and a spacer and applicant is 
required to make the language of the claim consistent with his intent. Appropriate 
correction is required. 



2. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S. C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

3. Claims 1-5 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-5 of prior U.S. Patent No. 6,698,422. This is a double patenting 



Double Patenting 



rejection. 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 6,7,15 are rejected under 35 U.S.C. 102(b) as being anticipated by Smith 
('140). 

As to claim 6, Smith (fig. 1) discloses a mouthpiece (22) for a spacer (17) with an 
exhalation valve mechanism (10) for use by a patient to inhale medication in more than 
one breath, comprising: a flexible, elastic material (1 1); a first end (#23 of fig.1 adjacent 
screw threads); and a distal end (#22 of fig. 1), wherein the distal end is shaped to fit the 
mouth of the patient, and wherein the first end is shaped to elastically and fixedly 
engage the spacer, and wherein air exhaled by the patient exits (via exit passage 27) 
the mouthpiece by passing between the flexible, elastic material (1 1 ,31) of the 
mouthpiece and the spacer (1 7). | 

As to claim 7, the first end of the mouthpiece of Smith includes at least one 
exhalation tab (31 ). 

As to claim 15, Smith (col. 2, lines 46-50) discloses an inhaler for delivery of 
medication from at least one MDI canister via aperture (18). 

6. Claims 16-18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Barnes, Jr. et al. ('900). 
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As to claim 16, Barnes, Jr. et al. disclose an inhaler for delivery of medication from at 
least one canister (100) to the lungs of a patient by inhalation through the patient's 
mouth, the at least one canister has a compression spray outlet (104), the inhaler 
comprising: a cowling (fig. 1 ) having a support structure, wherein the support structure 
has a first end, an opposite end, an inner surface, and an outer surface, wherein the 
opposite end of the support structure is open, allowing the patient to insert at least one 
container into the cowling, and whereinfthe shape of the inner surface of the cowling is 
selected to guide each canister into the first end, and to hold each canister in place 
within the cowling; a housing (12), wherein the housing further comprises a chamber 
receiving section, a cowling receiving section, a support, a fresh air inlet (29), at least 
one compression spray outlet compression mechanism (14,46,38), an enclosed 
passage (16), and wherein the cowling is fixedly seated in the cowling receiving section, 
and wherein the cowling receiving section has at least one cowling receiving inlet port 
(20), and wherein, the compression spray outlet (104) of the at least one canister 
extends through the corresponding cowling receiving section inlet port, and into the 
enclosed passage (16) of the housing (12) and ends in the chamber receiving section, 
wherein the chamber receiving section is an opening (22) in the housing; an actuator 
lever (14) having a lever arm and a distal end, wherein the distal end is pivotally 
mounted (34,60) on the support of the housing, whereby the distal end engages (38) at 
least one canister, when the actuator lever is depressed by the patient; a mouthpiece 
(54) comprising a first end, wherein the first end is shaped to fit in the patient's mouth 
and a distal end, opposed to the first end, and wherein the distal end is comprised of a 
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flexible, elastic material (66); a chamber (16) further comprising a mouthpiece mating 
section (figs. 13 and 14), a chamber body and a housing mating section, wherein the 
housing mating section comprises a first opening (22) in the chamber body, wherein the 
chamber body comprises a shell, and wherein the mouthpiece mating section 
comprises a second opening (26) in the chamber body, and wherein the distal end of 
the housing mating section of the chamber engages the chamber receiving section of 
the housing, and wherein the chamber body opposes the actuator lever, whereby the 
patient can depress the actuator lever by squeezing the lever arm to the chamber body, 
and whereby the compression spray outlet of at least one canister is activated, whereby 
medication enters into the enclosed passage (16) of the housing and the chamber body, 
and whereby, when the patient inhales through the mouthpiece, fresh air enters the 
enclosed passage through the fresh air inlet of the housing, whereby the mixture of air 
and medication in the enclosed passage of the housing and the chamber body is drawn 
into the lungs of the patient. 

As to claim 17, Barnes, Jr. et al. disclose a valve assembly (24), and wherein the 
valve assembly is fixed on the chamber body, and wherein the valve assembly opens 
during inhalation and closes against the valve body during exhalation (col.5, lines 7-45), 
whereby medication and air are prevented from exiting through the valve assembly. 

As to claim 18, the valve assembly (24) of Barnes, Jr. et al. comprises a diaphragm 
valve (28) and valve body (31,32), wherein the diaphragm valve opens during inhalation 
and closes against the valve body (31,32) during exhalation, preventing exhaled air 
from entering the chamber body. 
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Claim Rejections 35 USC § 103 

i ( 

7. The following is a quotation of 35 U.S.C" 103(ai) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 8-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Smith ('140). 

As to claims 8 and 9, Smith discloses the flexible elastic material (11) to be formed 
from flexible material (col. 3, line 17) but does not expressly disclose the particular 
flexible material. It would have been obvious to make the flexible material of Smith from 
any material which is flexible including silicone rubber, neoprene rubber, butyl rubber 
and latex as an obvious matter of design choice because these materials are typically 
employed by the skilled artisan to make inhalation and exhalation valves in the 
respiratory arts. Further, the use of any of these materials as the flexible material of 
Smith would have provided known or expected results of seating and unseating in 
response to patient inhalation and exhalation. 

As to claims 1 0 and 1 1 , the particular dimensions and cracking (exhaust) pressure of 
the flexible elastic material (1 1 ) of Smith can be arrived at through mere routine obvious 
experimentation and observation with no criticality seen in any particular thickness or 
cracking pressure. The dimensions (thickness) and cracking pressure of the flexible 
elastic material of Smith would have to have been varied in dependence upon the 
individual patient's sex, age, respiratory capacity and in dependence upon the particular 



f 
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respiratory disease being treated. For example, adult patients would have a greater 
respiratory capacity than children and therefore, require a thicker valve having a larger 
cracking pressure. 

9. Claims 12-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Smith ('140) in view of Barnes, Jr. et al. ( ( 900). 

The difference between Smith and claim 12 is the flexible, elastic material of the 
patient end is thicker than the flexible, elastic material of the chamber body end. 

Barnes, Jr. et al. (figs. 13 and 14), in a mouthpiece for a spacer, teach a thicker 
patient end for the purpose of providing an annular lip for a patient to grip the 
mouthpiece with the patient's teeth for securely holding the mouthpiece within the 
patient's mouth. 

It would have been obvious to increase the thickness of the patient end of the 
mouthpiece of Smith because it would have provided an annular lip for a patient to grip 
the mouthpiece with the patient's teeth for securely holding the mouthpiece within the 
patient's mouth as taught by Barnes, Jr. et al.. 

As to claim 13, the thickness of the mouthpiece of Barnes, Jr. et al. as illustrated in 
figs. 1 3 and 1 4 occurs abruptly. 

As to claim 14, the distance over which the change of thickness occurs in Barnes, Jr. 

I 

et al. can be arrived at through mere routine obvious experimentation and observation 

with no criticality seen in any particular distancL including 1cm. Providing a more 

i 

gradual change in the thickness of the mouthpiece of Barnes, Jr. et al. would have 
provided a smoother transition and a more comfortable mouthpiece. 
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Allowable Subject Matter 



10. Claim 19 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AARON J. LEWIS whose telephone number is (571) 
272-4795. The examiner can normally be reached on 9:30AM-6:00PM M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, HENRY A. BENNETT can be reached on (571 ) 272-4791 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). n 
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